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Nuclear Regulatory Commission § 32.20

of this chapter do not apply to an ap-
plication for a license to transfer by-
product material manufactured, proc-
essed, produced, packaged, or repack-
aged pursuant to a license issued by an
Agreement State;

(b) The byproduct material is not
contained in any food, beverage, cos-
metic, drug, or other commodity de-
signed for ingestion or inhalation by,
or application to, a human being;

(c) The byproduct material is in the
form of processed chemical elements,
compounds, or mixtures, tissue sam-
ples, bioassay samples, counting stand-
ards, plated or encapsulated sources, or
similar substances, identified as radio-
active and to be used for its radioactive
properties, but is not incorporated into
any manufactured or assembled com-
modity, product, or device intended for
commercial distribution; and

(d) The applicant submits copies of
prototype labels and brochures and the
Commission approves such labels and
brochures.

[35 FR 6428, Apr. 22, 1970, as amended at 43
FR 6922, Feb. 17, 1978]

§ 32.19 Same: Conditions of licenses.
Each license issued under § 32.18 is

subject to the following conditions:
(a) No more than 10 exempt quan-

tities set forth in § 30.71, Schedule B of
this chapter shall be sold or transferred
in any single transaction. For purposes
of this requirement, an individual ex-
empt quantity may be composed of
fractional parts of one or more of the
exempt quantities in § 30.71, Schedule B
of this chapter, provided that the sum
of such fractions shall not exceed
unity.

(b) Each quantity of byproduct mate-
rial set forth in § 30.71, Schedule B of
this chapter shall be separately and in-
dividually packaged. No more than 10
such packaged exempt quantities shall
be contained in any outer package for
transfer to persons exempt pursuant to
§ 30.18 of this chapter. The outer pack-
age shall be such that the dose rate at
the external surface of the package
does not exceed 0.5 millirem per hour.

(c) The immediate container of each
quantity or separately packaged frac-
tional quantity of byproduct material
shall bear a durable, legible label
which (1) identifies the radioisotope

and the quantity of radioactivity, and
(2) bears the words ‘‘Radioactive Mate-
rial.’’

(d) In addition to the labeling infor-
mation required by paragraph (c) of
this section, the label affixed to the
immediate container, or an accom-
panying brochure, shall also (1) state
that the contents are exempt from
NRC or Agreement State licensing re-
quirements; (2) bear the words ‘‘Radio-
active Material—Not for Human Use—
Introduction Into Foods, Beverages,
Cosmetics, Drugs, or Medicinals, or
Into Products Manufactured for Com-
mercial Distribution is Prohibited—Ex-
empt Quantities Should Not be Com-
bined’’; and (3) set forth appropriate
additional radiation safety precautions
and instructions relating to the han-
dling, use, storage, and disposal of the
radioactive material.

[35 FR 6428, Apr. 22, 1970]

§ 32.20 Same: Records and material
transfer reports.

(a) Each person licensed under § 32.18
of this part shall maintain records of
transfer of material identifying, by
name and address, each person to
whom byproduct material is trans-
ferred for use under § 30.18 of this chap-
ter or the equivalent regulations of an
Agreement State and stating the kinds
and quantities of byproduct material
transferred. The licensee shall main-
tain the record of a transfer for a pe-
riod of one year after the event is in-
cluded in a summary report to the
Commission.

(b) The licensee shall file a summary
report stating the total quantity of
each isotope transferred under the spe-
cific license with the Director of Nu-
clear Material Safety and Safeguards,
U.S. Nuclear Regulatory Commission,
Washington, DC 20555, with a copy to
the appropriate NRC Regional Office
listed in appendix D of part 20 of this
chapter.

(c) The licensee shall file the sum-
mary report within 30 days following:

(1) Five years after filing the preced-
ing report; or

(2) Filing an application for renewal
of the license under § 30.37; or

(3) Notifying the Commission under
§ 30.34(f) of the licensee’s decision to
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permanently discontinue activities au-
thorized under the license issued under
§ 32.18.

(d) The report must cover the period
between the filing of the preceding re-
port and the occurrences specified in
paragraph (c)(1), (2), or (3) of this sec-
tion. If no transfers of byproduct mate-
rial have been made under § 32.18 during
the reporting period, the report must
so indicate.

[48 FR 12333, Mar. 24, 1983]

§ 32.22 Self-luminous products contain-
ing tritium, krypton-85 or pro-
methium-147: Requirements for li-
cense to manufacture, process,
produce, or initially transfer.

(a) An application for a specific li-
cense to manufacture, process, or
produce self-luminous products con-
taining tritium, krypton-85, or pro-
methium-147, or to initially transfer
such products for use pursuant to § 30.19
of this chapter or equivalent regula-
tions of an Agreement State, will be
approved if:

(1) The applicant satisfies the general
requirements specified in § 30.33 of this
chapter: Provided, however, That the re-
quirements of § 30.33(a) (2) and (3) do
not apply to an application for a li-
cense to transfer tritium, krypton-85,
or promethium-147 in self-luminous
products manufactured, processed, or
produced pursuant to a license issued
by an Agreement State.

(2) The applicant submits sufficient
information relating to the design,
manufacture, prototype testing, qual-
ity control procedures, labeling or
marking, and conditions of handling,
storage, use, and disposal of the self-lu-
minous product to demonstrate that
the product will meet the safety cri-
teria set forth in § 32.23. The informa-
tion should include:

(i) A description of the product and
its intended use or uses.

(ii) The type and quantity of byprod-
uct material in each unit.

(iii) Chemical and physical form of
the byproduct material in the product
and changes in chemical and physical
form that may occur during the useful
life of the product.

(iv) Solubility in water and body
fluids of the forms of the byproduct

material identified in paragraphs (a)(2)
(iii) and (xii) of this section.

(v) Details of construction and design
of the product as related to contain-
ment and shielding of the byproduct
material and other safety features
under normal and severe conditions of
handling, storage, use, and disposal of
the product.

(vi) Maximum external radiation lev-
els at 5 and 25 centimeters from any ex-
ternal surface of the product, averaged
over an area not to exceed 10 square
centimeters, and the method of meas-
urement.

(vii) Degree of access of human
beings to the product during normal
handling and use.

(viii) Total quantity of byproduct
material expected to be distributed in
the product annually.

(ix) The expected useful life of the
product.

(x) The proposed method of labeling
or marking each unit with identifica-
tion of the manufacturer or initial
transferor of the product and the by-
product material in the product.

(xi) Procedures for prototype testing
of the product to demonstrate the ef-
fectiveness of the containment, shield-
ing, and other safety features under
both normal and severe conditions of
handling, storage, use, and disposal of
the product.

(xii) Results of the prototype testing
of the product, including any change in
the form of the byproduct material
contained in the product, the extent to
which the byproduct material may be
released to the environment, any in-
crease in external radiation levels, and
any other changes in safety features.

(xiii) The estimated external radi-
ation doses and dose commitments rel-
evant to the safety criteria in § 32.23
and the basis for such estimates.

(xiv) A determination that the prob-
abilities with respect to the doses re-
ferred to in § 32.23(d) meet the criteria
of that paragraph.

(xv) Quality control procedures to be
followed in the fabrication of produc-
tion lots of the product and the quality
control standards the product will be
required to meet.

(xvi) Any additional information, in-
cluding experimental studies and tests,
required by the Commission.
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